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[OPTS-42001; TSH-FRL~1979-5]
Benzidine-, O-Tolidine--and O-

Dlanis:‘dinooeased Dyes Response to
e Interagency Testing Committee

, A@QENc:Y{E;xvimnn;gmai Protection

Agency (EPA).
AcTion: Notice, -

V summary: The Ihteragency Testing

Cammittee. established under section
4(e) of the-Toxic Substances Cogtrol = °

Act, designated benzidine-, o-tolidine-

2 _-and-o-dianisidine-based dyes for health

and environmental“éffects testing as
-published in the Federal Registar of

= === December 7, 1979 {44 FR 70665). EPA has
=S| E= = decided not {0 pursue sec. 4{a) testing

g == E proposals for these chemicals at this
=== = Hme because testing programs which are

expected to supply data sufficient for
“the Agency's needs are‘being currently
planned and conducted. and regulatory
efforts are being pursued. Therefore.

', acting pyrsuant to ﬁcﬁpn 4(e) of TSCA.

EPA is publishing this notica of its.

. decision not to require additional testing

as ita response to these thres ITC
recommendations. EPA il retain the

o right to require.additional testing at a
. later-time-should the circumstances'so

warrant.

" FOR FURTHER INFORMATION CONTACT: -
" John B. Ritch, Jr.. Director, Industry
- Asgistance Office (TS--799); Office of
.--.. Toxic Substances. Environmental
-+ Protection. Agency. Room:E~511, 401.:M.
‘. Street: SW., Washington::D:C, 20460, Toll.
- frpe RON424~0085. Iny Washington, D.C.:

(554-1404). Outside the USA: (Operatar-

.. 202=554~1404).
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SUPPLEMENTARY NFORMATION’

L Backgmund

Section 4(a}-of TSCA aatho:':zes the
Administrator of EPA to premuigate
regulations requiring testing of chemical -
substances and mixtures in order to
devemp data relevant to determining the
risks that such chemicals may present to
health and the environment.

“Scction 4(e) of TSCA- established.an
Interagency Testing Committee to make
recommendations to the Administrator

"of EPA of chemicals that sheuld receive

priority consideration for propasing.test
rules under sec. 4(a). The Committee -
may at any one time desigriate up to 50
of its recommendations for special
.attention my-EPA.-Within 12 months of
that-designation, EPA must initiate

rulemaking to require testing or publish

in the Federal Register reasons for not

doing so.
Benzidine and its congeners o-tolidine
and o-dianisidine constitute a family-of

-gynthetic organic.chemicalg withia

‘biphenyl:moiety. Thesethres parent
amines (benzidine, o-tolidine and o-
dianisidine) are precursors used.in the
synthesis of dyes collectively referred to
as the benzidine congener dyes. There

- are now commercially, available inthe.:

United States 22 benzidine-based dyes.
34 o-dianisidine-based dyes, 22 0- .
tolidine-based.dyes..and2 dianisidine-
based pigments. The technology exists
for producing more than 450 dves and
pigments (Phase I Document, EPA) that
are based on berzidine or the benzidine

. conﬂeners

The ITC recommended benzidine-, o-
tolidine- and o-dianisidine-based dyes
for health and environmental effects
testing as publishedinthe Foderal "
Register of December 7, 1979 (44.FR -
70665), The benzidine-based dyes were
recommended for environmental fate
and effects testing. while o-tolidine and
o-dianisidine-based dyes were
recommended for general human health
effects testing and environmental fate
and effects testing. The ITC did not
recommend health effects testing for
benzidine-based dyes because these
dyes were considered to be an

established health hazard. However, the -

ITC suggested that more careful
investigations in the-area of general *
health effects are necessaryto. =~
determine the potential adverse: health
eilects of the g-tolidine and o-
dianisidine-based dyes. This:was'based
upon the uncertainty of the metabolic
fate of each dye in these categories and
the carcinogenic’ potennal of the parents,
o-tolidine and o-dianisidine.

The primary basis for the
environmental testing recommendations
was the need for clarification of the

-and helath-related testing is being. -
‘sponsdred by the Federal:‘Government -

of the benzidine congener dyes. The ITC
was concerned that these dves may be
environmentaly converted to their
respecuve parent amines or other
substituted derivatives. The ITC also
indicated that a sequenced approach be
used to evaluate.poténtial.
environmental effects using the'results .
of environmental fate studies. :

In the Federal Register-of August 12,
1980 (45 FR.53672), OSHA pubiished A
List of Substances Which May be
Candidates for Further Scientific
Review.” These candidates included a -
list of chemical substances having :
substantial evidence of carcinogenicity
compiled by the Carcinogen Assessment
Group, EPA. The Caréinogen
Assessment Group:identitied the parent:
amines of the benzidine congener dyes,
benzidine, o-tolidine and o-dianisidine..
as having substantial evidence of
carcmogemcxty Therefore. if adequate

congener dves are metabolized or

bmdegraded to.their respective ©.."-

carcinogenic parent amines, then the -

dyes'may present a patential health
azard

o

L Bams for tbe Decxsxon not to Reqmre

Add:honal ’I'estmg wnra o
This notice removes from the

Agency's.priority-list established under.

sec. 4(e} of TSCA the ITC's desigration

of benzidine-, o-tolidine- and o-
dianisidine-based dyes for -
environmental fate and effects testing,
and of o-tolidine- and o-dianisidine-
based dyes for health effects testing.
While the data.available at this time
may be insuificient-to‘characterize

comuie_teiy -all the adverse heslth and - -

environmental effects of the benzidine .

congener dyes, the present and planued "

testing is expected to provide -
information from which these effects
can reasomsbly be determined or

predicted; thus addressing the ITC's T
- amounts of chemical wastes pronuced

major concerns; This and several _
additional reasons have led to EPA’s -

decision not to initiate rulemaking under:

section 4(a) for t.hese cnemxcals at tlns
nme\

A. Testing Programs

A significant: amount of environmental

~ and private industry which will address
the ITC testing recommendations, The
National Toxicalogy Program (NTP),
Consumer‘Product Safety Commxssmn
(CPSC), National Center for
Toxicological Research (NCTR),
National Institute for Occupational -
Safety and Heaith:(NIOSH), Dyes:

: Envu-onmental Toxscolagy Orgamzatmn.’

Inc. (DETO), and the Ecological-and
Toxicological Association of the:
Dyeswffs Manufacturing Industry.
(ET: AD) have either completed and’

- published their research efforts.or-are
 developing research programs related to
* the benzidine congener dyes. .

The health effects testing
recommendations made by the TTC will

beaddressed by the combined regearch -

efforts of NCTR, NIOSH. NTP and -
CPSC. NCTR. NIOSH., NTP and: CRSC
are jointly conducting metabolic:studies.
including absorption. distribution and
excretion patterng of selected” -

- radiolabeled and non-radiolabeled

benzidine congener dyes and:their
-respective parent:amines. In further

" recognition of: the ITC testing -

recommendations. genetic toxmology
testing using the - modified Ames
Salmonella screen¢and in vivo

evidence is provided that the benzidine - ©3rcinogenic bioassays will be:

55005

performed by NTP on selected:benzidine -

congener dves:and theirrespective
parent amines. These-studies:are

- designed to identify the cafcinogenicor .

the mutagenic potential of the chermca}s

- tested.

- The ITC envu-onmental testing
recummendanuns will be. addre;sed by .-

“*' "ETAD and EPA- testing programs. ETAD .

is‘developtng staridard environmestal -
testmg methodologies-and conducting:

- studies on fish: toxicity and

bicaccumuistion. environmental
biodegradation, and bacterial.ie.:
sewage sludge; inhibition by dyestuf:'s
Other currant rescarch cfforts are those
of EPA's Office-of Solid Waste; which,
in conjunction with'the Industrial

.“Environmental Research Laboratory,.at -
- Research. Triangle Park, North'Carolina. .
g ccnducnrg a study to identify the

chemicals in solid waste streams

.- produced by the manufacture of dyes
*-and pigments based on benzidine and

benzidine congeners. Completion of this
study, which will quantify significant

by dye manufac‘urers. is expected in

1981,

These mdustnally and Federally

~ sponsored tests are designed to
" .. investigate thomu,hly the potentia]”

adverse health and envircnmental
effects of the benzidine congener.dyes.

"The health effects and environmental

. fate and effects testing recommended by
* the ITC will be periormed by the ...

- investigations that are now'being
~conducted ‘or will be conducted.on these

dyes. While some additional tests

: bevond ‘those recommended by the ITC

mx;zht be desirable; it is the Agency's
judgment that the' amount of useful

- information which'could be'gained frem
. -additional experiments. would be'small

in: compansan with the data already

S
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“being developed. Furthermore. any
additional test may not serve a useful -
.purpose because the resuits of the tests
may. dupiicate information from
investigations now teing performed:-

. Although EPA is not reoumng any

further testing of thie benzidine congener

' . dyes. under section 8(d) of TSCA
-unpublished health and safety studies
.about these dyes will be required to be
-submitted to EPA by industry. Any
addi%onal bealth and saxety information’
".submitted to EPA by industry in

. response to section 8(d) of TSCA will
heip to characterize more adequately
the benzidine congener dyes and heip .
prevent furure testing uuphcanon. :
8. Hegulatary E¥forts

In addition to the significant amount -
of testing that is now being conducted or
that will be conducted w1th respectio -
these ‘chemicals, CPSC, th
Qccupational Safety and Health ;

. Administration (OSHA), NIOSH and
EPA have developed major regulatory

‘approaches for the benzidine congener L

dyes. The combined efforts of these
regulatory ag..nmes are intended 10
.substanUaLly reduce exposure to these

~mabient (water, air, land) environment.

Based primarily on the carcinogenicity

. of the dyes, CPSC has voted to pursue
-, Preliminary reguiatory activities.to. ban

. 'Lbe benzidimre congener dyes from

- consumer products (Briefing Package on'
Benzidine Congener Dyes to’'the
Commission. Seotember 1980}, In
addition. NIOSH and OSHA jointly
recommended that the manufacture and -
use.of benzidine congener dyes be
handled as potential carcinogens and-
that safe dyes be substituted when
available (Heaith Hozord Alert:

" Benzidine-,o-Tolidine-, and o-
Dianisidine-Based Dyes. December
1989).

In accordance with the Federal Water
Pollution Controf Act (P.L. 92-500. 33
U.S.C. 1251) as amended. EPA has
recently compieted an Ambient Water
- Quality Criteria Document for Benzidine
(U.S. EPA. October 1980). EPA
determined that the benzidine
-concentrations in ambient water should
be zero, based on the nen-threshold -
assumptions for chemcial carcinogens.
~Since zero exposure jeveis may not be
- technologicaily attainabie at the present
“time. the recommended ambient water

- dyes in occupational environments, from
e "onsumer products énd in the general -

pconcentrations for benzidine is very low

1 Xpressed in low nanogram
,ncentrauons)

RN Coudusmu

The EPA has decided not to reqmre
adcuuonal tesn..g for banzmme-.

Ry R R

- effects.

.not to initiaté rulemaking.io- Tequire” . .

= totlnsmxe. o

= Comi
: Chemxcats (44 FR "0664)

tohdme and’ a-dxamsxdmeooased ayes at
this' Hme,

First, significant amounts of :
environmental and health testing have
been conducted-or are being planned.
The Naticnal Toxicoiogy Program has
coordinated its testing program with.
EPA, CPSC and OSHA. The private.;
industrial sector is also invoived thh '
various testing programs. These Federal
and industrial investigations have been '
desxgned to idensfy the potential’ -

. adverse heaith and em".mnmemal

effects of the benzidine congener dyes.
These investigations avpear to address
the ITC's testing reccmmendanons The

" Agency believes that any additional ,
.- information.that m:ght be obtained:from

an EPA testtule wouid be smail i in

- comparison with that now being
. developed.

Second, CPSC's. EPA‘s and OSHA? s/

. ,NIOSH‘s reguiatory efforts are:designed -
" to rednce supstandally.consumer
“ exposures, environmental

concentratidns and occupational
exposures to the benzidine congener
dyes that might generate any-adverse

Given these facts, EPA has detided -

testing of benzidine-, o-tolidine~ and o- -
dianisidine-based dyes uncer section
4{a) at this time.

Shouid the test results from the -
.ongm:.g or plamediasnng..or -any-other .- -
" 'information’ bruught to the anention of -

EPA indicate concerns which are not -
" adequately addressed by the' ‘ongoing
- activites, EPA will reconsider the need
- to initiate a tesung rule under sectton

4(a) of TSCA:
IV. Public Record

EDA has established @ pubixc record. .
for this action, docket number OPTS~

*" 42001, which is available for inspection

in the OPTS Reading Room from 8:00
a.m. to-4:00 p.m. on Monday through
Friday, Rm E-107, 401 M. SL. SwW,
Washington. D.C. 20460

This record includes basm information
censidered by the Agency in: developmg
this notice. The Agency will supptement

Lhe_*recprd -with .additional information -

received. The: record: mcludes the
- following inforshaton:
:{1):Federal-Register. notmes penammg

{a) Notce.of Response to. the
Interagency” Tamng Committes . "
published in'the: Feaeral Regxster of
Novnmper 5, 1081. -

-(b):Fifth Report of the Interagency .
Tesung Committee to.the Administfator.
Environmental’Protéction. Ageacy:
Receipt ofithe Report and Request far-
Regammg Priority Lu;: o

(c) A Lihs of Substances w}nc:x may he
Candidates for:Further Scientific Réview
and Possibie Identification..
Classification, and Regulation a5 -
Potential Occupauonal L,ammage':s {43
FR 335/ 4.)

{d) Identification andListing
Hazardous Waste: {44 FR 03119)

{e) Toxic Poilutant Effluent:Standards..”
Standards for Benzmme, Final I}er:.sm**
{42 FR 2817). .

-(2).Supporting documents:

). NTP Benzidine Convefxer D
Initiadve: -

(b) Ji\.slomcal and Toxmologcal
Asgaciation of the Dvestufis .
Manufacturing Indas“y. Annual: Reno-‘

9 g, -

(c} TSCA: Chemxcal Assessment
Series. Preliminary Risk Asse=="~e,.'
Phase L Benzidine, Its Congeners; a:
Their Derivative Dves and: P*g.':zents
June 1980, EPA-560/11—80-019.

{d) The: Ca.rc“.':«gea Asszssment::
Group’s List of Carcinogens. July: i,

1980.-
{e) P"oposal and Work Schedule For

Resedrch Concerning Metabolismr of 7 . -
- Benzidine and Benzidine Congsrer- o
 Based Azo Dyes for NTE
‘;—-snn e .

, Oc.oper 1{5,'

(£) Draft Memo—-P*ouosed NTP
Initiative on Benzidine and Ber= idine |
Congener Dyes: October:31, 1980.-.

. _(g) Proposed NTP Initiative-on . e vt i

.Benzzd.me and Beazidine Congenst °~
Based Azo Dyes. November 24, 1980
(h} Draft of November:1d Meeting and
Protocals for Metabelism Studies.
{i) NIOSH Technigal Report = - -
“Carcinogepicity and Metabolism of

’ ‘Azo Dyes, Especially Those Derived
- from Benzidine™”, DHHS Pub. No. 80-119._

(§) Health Hamard Alert. NIOSH and
OSHA Benzidine-, o-Toiidine-.and o-
Dianisidine-Based Dyes. DHHS Pub. No.
81-1068. .

{k) NIOSH Speczal Occnnanonal
Hazard Review for Benzxc.ne—Based
Dyes. DHEW Pub. No. 80~108.

(1Y Ambient Water Quality Criteria-for
Benzidine. EPA 440/5-a0-023. :

~(2) Communications before proposal:

{a} Written: Public and lntra-agency
or Interagency Memorandum and
Comments.. .

{4) Public cam.ments on: the ITC
reports. - -

(5) Reports—published and

--unpublished data.

(Sec. 4. 90 Stat. 2006 (15 U.S.C."2803)}..
" Dated: October 31, 1881,

Arnne-M. Gorsuch,

Agmin LrPLor,

. [anoc.sr—imﬁhau-u:.scma
BILLING CODE s5e0-31H
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